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Status 

1) X Responsive to communication(s) filed on Feb 2 0, 2003 

2a) This action is FINAL. 2b) X This action is non-final. 

3) Since this application is in condition for allowance except for formai matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Qiwy/e, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) X Claim(s) 1-66 __ is/are pending m the application. 



4a) Of the above, claim(s) 12-55 

5) Claim(s) 

6) X Claim(s) 1 -1 1 and 56-66 

7) Claim(s) 

8) Claims 
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9) The specification is objected to by the Examiner. 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is. are objected to. 
are subject to restriction and/or election requirement. 



10) The drawing(s) filed on 



is/are a) accepted or b) objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

1 1) The proposed drawing correction filed on is: a) approved b) disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 
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Priority under 35 U.S.C §5 119 and 120 

13) Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
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1. Certified copies of the priority documents have been received. 

2. Certified copies of the priority documents have been received in Application No. . 

3. Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) X Acknowledgement is made of a claim for domestic priority under 35 U.S.C. h 1 19(e). 
a) The translation of the foreign language provisional application has been received. 

15) Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 
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DETAILED ACTION 

This Office action is in response to the communication filed February 20, 2003, Paper No. 

14. 

Claims 1-66 are pending in the instant application. 

Election/Restriction 

Applicant's election with traverse of Group I in Paper No. 13 is acknowledged. The 
traversal is on the ground(s) that no distinction exists between the compositions of Group I and 
the methods of Group II and furthermore that the classifications attributed to Group I (class 435, 
subclass 23.1) and Group II (5 1 4 44) are incorrect. This is not found persuasive because the 
compositions claims of Group 1 and methods claims of Group II are patentably distinct and a 
proper examination of each group requires addressing different and distinct issues, in both 
searching the prior art and in addressing pertinent issues such as written description and 
enablement. The composition of Group I can be used for other purposes than that indicated in the 
methods of Group II. Furthermore, searching both of these patentably distinct groups w ould 
place an undue burden on the examiner. 

Applicant's representative is correct in pointing the error in classifying Group I as class 
435, subclass 23.1, and should properly be classified as class 536, subclass 23.1, which Group is 
drawn to compositions comprising DNA or RNA fragments, or modified forms thereof. The 
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classification attributed to Group II, comprising treatment methods comprising drug, bio-affecting 
or body treating compositions, including polynucleotides, however, is correct. 

Applicants' election of solid phase microcarrier and covalently linked IMP'MC complexes 
has also been acknowledged. These inventions (not species) have been rejoined with liquid phase 
microcarriers and non-covalently linked IMP, MC complexes and have been examined on their 
merits as indicated in the Office action below. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 12-55 are withdrawn from further consideration pursuant to 37 CFR 1.142(b), as 
being drawn to a nonelected , there being no allowable generic or linking claim. Applicant timely 
traversed the restriction (election) requirement in Paper No. 13. 



Claim Rejections - 35 (JSC § 112 
The following is a quotation of the second paragraph of 35 L'.S.C. 1 12: 

The specification shall conclude with one or more claims particular!} pointing out and distinctly claiming the subject 
matter which the applicant regards as his imention. 

Claims 1-11, 56-66 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claim 1 , line 3, the metes and bounds of the term "linked to" cannot be determined (is 
this covalenl?). Appropriate clarification is requested. 



Application. Control Number: 09 802,376 Page 4 

Art Unit: 1635 



In claim 1, lines 4-5, the term "sequence S'-CG-V" is unclear (e.g. does this refer to 
contiguous sequences with a 5' to 3' orientation, or to non-contiguous sequences?). Appropriate 
clarification is requested. 

In claim 4, lines 1-2, the term "liquid phase carrier" is unclear (e.g. how can a microcarrier 
defined in the specification as a "particulate composition which is insoluble in water" (page 12 of 
the specification) be defined as a "liquid phase carrier" 0 ). Appropriate clarification is requested. 

In claim 9, line 2, the term "5'-T,C,G-3'" is unclear (e.g. docs this refer to contiguous 
sequences ICG with a 5' to 3' orientation, or non-contiguous sequences?). Appropriate 
clarification is requested. 

Claim 7 is not further limiting than claim 6, from which it depends. 

In claim 10, line 2, the term "5'- punnc,purine,C,G-pyrimidine,pyrimidine, C,G-3'" is 
unclear (e.g. does this refer to contiguous sequences with a 5' to 3' orientation, or to non- 
contiguous sequences?). Appropriate clarification is requested. 

In claim 56, line 3, the term "5'-C,G-3'" is unclear (e.g. does this refer to contiguous 
sequences with a 5' to 3' orientation, or non-contiguous sequences?). Appropriate clarification is 
requested. 

In claim 64, lines 1-2, the term "5'-T,C.G-3'" is unclear (e.g. does this refer to contiguous 
sequences with a 5' to 3' orientation, or non-contiguous sequences?). Appropriate clarification is 
requested. 
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In claim 65, lines 1-2, the term "5'- pu^IK^purine,C,G,p>Timidinc,p>Timidine,C,G-3 ,,, is 
unclear (e.g. does this refer to contiguous sequences with a 5' to 3' orientation, or to non- 
contiguous sequences?). Appropriate clarification is requested. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the indention, and of the manner and process of making 
and using it. in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his itnention. 

Claims 1-10, 56-66 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably convey 
to one skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

The claims are drawn to compositions comprising immunomodulatory 
polynucleotidc/microcarrier complexes, wherein the immunomodulatory polynucleotide 
component comprises an immunostimulatory sequence comprising 5' -C, G- 3', or 5'- purine, 
purine,C,G,p>Tim]dine,pyTimidine,C,G-3', or 5'-T,C,G-3\ as well as kits comprising 
immunomodulatory polynucleotide, microcarner complexes with written instructions for their use 
for immunomodulation in subjects. The specification and claims, however, do not indicate what 
distinguishing attributes arc concisely shared by the members of the genus comprising 
immunomodulatory polynucleotide components comprising an immunostimulatory sequence 
comprising 5' -C, G- 3', or 5'- purine-purinc-C,G-p>Timidine-pyTimidme-3 , , or 5'-T,C,G-3\ The 
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scope of the claims includes numerous structural variants, and the genus is highly variant because 
a significant number of structural differences between genus members is permitted. Concise 
structural features that could distinguish compounds within the genus comprising 
immunomodulatory' polynucleotide components comprising an immunostimulatory sequence 
comprising 5' -C, G- 3', or 5'- purinc-purine-C,G-p>Timidine-pyTimidine-3', or 5'-TX\G-3' are 
missing from the disclosure. No adequate written description has been provided for kits 
containing this broad array of compositions and their use for immunomodulation in any and/or all 
subjects. The general knowledge and level of skill in the art do not supplement the omitted 
descriptions because specific, not general guidance is what is needed for this broad genus, as well 
as for their use in any and/or all subjects for immunomodulation. Since the disclosure fails to 
describe the common attributes or characteristics concisely identifying members of the proposed 
genus, and because the genus is highly variant, the description provided for the broad array of 
compositions and their use in any and/or all subjects is insufficient. One of skill in the art would 
reasonably conclude that the disclosure fails to provide a representative number of species to 
describe the broad genus claimed. Thus, Applicant was not in possession of the claimed genus. 

Claim Rejections - 35 CSC § 102 

The follow ing is a quotation of the appropriate paragraphs of 35 L'.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public use 
or on sale in this country, more than one \ear prior to the date of application lor patent in the l.'nited Stales. 

Claims 1, 3, 6-9 are rejected under 35 U.S.C. 102(b) as being anticipated by Sonchara et 

al. 

Sonehara et al teach immunomodulatory polynucleotide microcarrier complexes 
comprising antigen free, immunostimulatory sequences 5' C-G3\ and 5' T-C-G 3\ between 5um 
and 25nm in size, which polynucleotide is not co\ alcntly linked to the microcarrier (Sec especially 
page 800; tables III and IV on page 801 ; text on page 802). 

Claims 1-7, 9-1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by Schwartz et 

al. 

Schwartz et al teach immunomodulatory polynucleotide microcarrier complexes 
comprising an antigen, immunostimulatory sequences 5' -C-G-3', and 5'-T-C-G-3\ 5'- 
purine,purine,(\G,p\Timidinc,pynmidine-3', or 5'-T,C\G-3 or SFQ ID NO: 1 , which complexes 
are or between 5um and 25nm in size, which polynucleotide is co\ alently or non-covalently linked 
to the microcarrier, and which microcarrier is a liquid phase or solid phase carrier (See entire 
document, especially pages 4-6, 12, 16, and table I on page 29; see accompanying sequence 
alignment data). 
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Conclusion 



Certain papers related to this application may be submitted to Art Unit 1635 by facsimile 
transmission. The faxing of such papers must conform with the notices published in the Official 
Gazette, 1156 OG61 (November 16, 1993) and 1 1 57 OG 94 (December 28, 1993) (see 37 
C.I .R. § 1 .6(d)). The official fax telephone numbers for the Group arc (703) 308-4242 and (703) 
305-3014. NOTE: If Applicant does submit a paper by fax, the original signed copy should be 
retained by applicant or applicant's representative. NO DUPLICATE COPIES SHOULD BE 
SUBMITTED so as to avoid the processing of duplicate papers in the Office. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Jane Zara whose telephone number is (703) 306-5820. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, John LeGuyader, can 
be reached on (703) 308-0447. Any inquiry regarding this application should be directed to the 
patent analyst, Katrina Turner, whose telephone number is (703) 305-341 3. Any inquiry of a 
general nature or relating to the status of this application should be directed to the Group 
receptionist whose telephone number is (703) 308-0196. 



JZ 




May 5, 2003 



